
510(K) Summary of Safety and Effectiveness

Date Prepared: 23 August 2011 SEP 29 2011

1. Submitted By:
John Roberts
Regulatory Affairs Specialist
BD Medical - Medical Surgical Systems
1 Becton Drive
Franlin Lakes, NJ 07417
Tel: 201 847 5473
Fax: 201 847 5307

2. Device Name:
Trade Name: BD Oral/Enteral Syringe with BD UniVia Comiettion
Common Name: Gastrointestinal tubes and accessories
Classification Name: Tube, Feeding
Classification: Class 11, 21 CFR 880.5980

3. Predicate Device:
Trade Name: Children's Medical Ventures Oral/Enteral Syringe
Manufacturer: Children's Medical Ventures
5 10(k) Number: Ki100099

Trade Name: Becton Dickinson Single Use, Hypodermic Syringe
Manufacturer: Becton, Dickinson and Comoany
510(k): K980987

Trade Name: BD Oral Syringe
Manufacturer: Becton, Dickinson and Comoany
510(k): Class I Exempt

4. Device Descriltion:

The RD Oral/Enteral Syringe with BD UniVia Connection is a standard piston, syringe
which incorporates a safety connector that is incompatible with luer (6%) connectors and
intravenous devices. The RD Oral/Enteral Syringe with BD UniVia Connection is
designed to mate with a range of enteral feeding extension sets. The 3-piece design
syringe consists of a polypropylene barrel and plunger rod and a synthetic rubber stopper.
In addition, the plunger rod of the BD Oral/Enteral Syringe with BD Uni Via Connection
incorporates an orange colorant to further distinguish the device from a standard piston,
syringe. The performance of the BD Oral/Enteral Syringe with BD UniVia Connection is
equivalent to the predicate device.
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5. Intended Use:

The BD Oral/Enteral Syringe with BD UniVia Connection are intended to be used by
healthcare professionals to nmeasure and administer oral medication and enteral nutrition.

6. Technoloizcal Characteristics:

As compared to the predicate device, the principal device of this 5 10(k) premarket
notification:
a) Operates under the same operating principle as the predicate device
b) Has the same barrel, plunger rod and stopper materials as the Becton, Dickinson

Single Use Hypodermic Syringe predicate device.
c) Has the same barrel, plunger rod and stopper design used in the Becton, Dickinson

Single Use Hypodermic Syringe predicate device with the exception of the safety
connector

d) Has a similar non-luer connector as the Children's Medical Ventures Oral/Enteral
Syringe, with the same design intent

e) Meets the requirements of ISO 7886-1 and ISO 7886-2 respectively with the
exception of the safety connector feature

I) Meets the requirements of ISO 10993 as applicable to the intended use of the device
g) Is sterilized to the same sterilization assurance level (SAL) as the predicate device
h) Demonstrated equivalent performance to the predicate devices during design

verification testing.

7. Performance:

Design Verification tests were performed based on the risk analysis and product
requirements, and the results of these tests demonstrate that the BD Oral/Enteral Syringe
with BD UniVia connection performed in an equivalent manner to the predicate devices
and is safe and effective when used as intended. Design Verification tests for unique BD
Oral/Enteral Syringe with BD UniVia Connection performance elements include:

Itemit Performance Specification: Status of BD Oral/Enteral Syringe:

1 Tip Cap Leakage Equivalent performance to predicates
2 Connection wI Mating Devices Equivalent performance to predicates

3 Luer Incompatibility Equivalent performance to predicates
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+KDEPARTMENT Of- HEALT'H & HUMAP SERVICES

sikeci iM 20,993-GCOY

N'! r. John Roberts
Re QLI IAtor l\fl is pee ina ist

3D N'cclicall -Mdical Sure(_ical Svstetiil
I I3(:ctun Driv\e
FR.A NKI IN LA KEFS NJ 0 7417

Re: K! 112434
Triade/Device Namne: 13D Oral/E-nteral Syringe with 3D1 Uni Via Etlnuctionl
lkCtuulroa Numlber: 21 C.FR§ 876.5980
Retnilationl Namlie: jastnoinestinal tube and accessor ies
Retzul1a[tr Class: 11
l'rodtict Code: (NT
Dated: AuguLsL t23, 2011
Received: Aunti'st 24, 2011

Dear NM[l. Roberts:

We; hlave reviewed y'our Section 5 10(k) pretuarket not ificat ion of intent to market the device
referenced above and I ave de~termtinied the device is Substantilly equivalent (for the indications
fOr use Stated inl the eniclosure) to legally marketed predicate devices marketed in interstate
conmmerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or' to
(evices that have been reclassified in accordance wvith (he prfovisions of [the Federal Food, DrUg,

annCsetic Act (Act) that do not requlire approval of' a prennrk t approval application (PN4A).
You mlay, therefore, mnarket the device, Subject to the general controls provisions of the Act. Thie

general controls pro visions of the Act include reqtiirements For annual registration, listing of'
devices, good rnanu factoring2 practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH- does not evaluate information related to contract liability
warranties. We irmind you, however, that device labeling must be truthful and not misleading.

If' your device is Classified (See above) into either class 11 (Special Controls) or class Ill (PMA), it

may be Subject to additional controls. Existing major regulations affecting your device canl be
found in the Code of Federal Regulations, Title 21, Parts 800 bo.898. Jrn addition, FDA may

puiblish~ further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations adm-inistered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR Part
807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-related



l'auc

adve'crse e vents) (2 I C FR 803); good mnatur'iCLrig practice rcq i retnents ais set For-th in) thle
qua lit' 1systems (QS) regulat ion (2 1 C FR Part 820); and if'applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 JFR 1000-1030.

IFy'ou desire spec ifie advice for N'our deCvice Ol our Ilabeli ng reguilation (21 C FR1 Part 801), pl ease
go to hI:/xw d~o/bLID/ctrslesCR-/DR11 fcstc 15 09.hitm for
the Center for Devices and Radtiological Health's (CDRI-is) Oflice of Compliance. Also, please
note the regtrlatiori entitled. 'Mvisbranding b's' reference to lpremarket notification' (21 CFR Part
807.97). For qIuestions regarding the reporting of adverse events under the N4IDR regla~ktion (21
CFR Part 803), please go to

http//ww~fa~uv/Mdica Dcice/SaetvReprta~oblm/dlbtlt~trnfor the CDRH 's 011ce
of S Urvei IIanc~e and Biometrics/Division of Postmiarket Surveillance.

YOU may obtaina other general ini formation Onl your responsibilities undeCIr the Act Fromt thle
Division of' *Sminall N~tan u fact Ur s, International and ConIs ti cr Ass istance at its toll -hfee ii tIi Cinb
(800) 638-204 1 or (301) 796-7100 or ait its Internet address

Sinlcerely' y'ourIs.

/t erbert PLrnN4DDtco(Acting)
Division of' Reproductive, Castro-Renal

and L-frological Devices
Office of Device Isvalulation
Center for Devices and

Radiological HeIalth

Enclosure



Indications for Use Statement

5 10(k) Number (if known): C~4L

Device Name: BD Oral/Enteral Syringe with BD UniVia Connection

Indications for Use:

The BD Oral/Enteral Syringe with BD Uni Via Connection are intended to be used .by

healthcare professionals to measure and administer oral medication and enteral nutrition.

Prescription Use X ADO Over-The-Counter Use ____

(Part 2l CFR801. SubpartD) AN/R (21 CFR 8O1 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER

PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

PagejIof

4(Divisifl Sign-Of
DIision of Reproductie, Gastro-Reflal, and
UrologicallDeviceS ~ 9 i
510(k) Number
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